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DETAILED ACTION 

Claims 1,2 and 5-18 are pending in the application. Claims 6-15 are withdrawn from 
consideration and claim 4 was cancelled in the amendment filed 5/26/09. Any 
objections and/or rejections from previous office actions that have not been reiterated in 
this office action are obviated. 



Response to Arguments 

1 . Applicant's arguments filed 5/26/09 have been fully considered but they are not 
persuasive. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1 ,2,5 and 1 6-1 8 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over the Manual and Operating Instructions, Nuclear Interface GmbH, 
including the Supplement FDG Synthesizers, 1 1/21/01 ) in view of Damhaut et al. (US 
6,172,207B1) and further in view of Asai et al. (US 5,536,491) and evidenced by Stone- 
Elander et al. (5,308,944A) as stated in the office action mailed 2/25/09. 

4. Applicant asserts that there is no evidence of record to support a conclusion that 
a sufficient showing has been made that the reference The Manual and Operating 
Instructions was actually disseminated. Applicant asserts that numerous situations are 
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conceivable that explain the existence of the document, but that do not support the 
conclusion that the document was actually disseminated, including for example: 

5. a.) the document is a revision and Nuclear Interface GmbH internally decided not 
to provide the manual to customers because, for instance (i) the design of the 
dispensing unit was changed before the document was disseminated, or (ii) the manual 
had incorrect information 

6. b.) the document is a revision and sales of the dispensing unit were discontinued 
before it was disseminated 

7. c.) the document is an internal draft or a draft of a revision that was not 
disseminated before being further revised 

8. d.) the document was fabricated by the third party who submitted it to the EPO 
and was never produced by Nuclear Interface GmbH. 

9. Applicant further asserts that the office has failed to establish that any of the 
above scenarios did not occur, that the document was actually disseminated or that the 
document was not subject to a confidentiality agreement. 

1 0. The assertions stated above are the opinion of the applicant, are based on 
hypothetical scenarios and are not based on any evidence. The applicant disclosed the 
Manual and Operating Instructions, Nuclear Interface GmbH, including the Supplement 
FDG Synthesizers, 11/21/01) in the IDS filed 12/4/06 under CFR 1.56 and thus declared 
that the reference is considered material that is pertinent to patentability. 

11. In addition to being a manual for instrumentation which would be disseminated to 
those who utilize or purchase the FDG Synthesizer, the Manual and Operating 
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Instructions, Nuclear Interface GmbH, including the Supplement FDG Synthesizers, 
also provides contact information including a phone number, fax number, website and 
information email address which shows that the manual was distributed those skilled in 
the art that would ultimately require company contact information. 

12. Applicant asserts that if the autoclaving step of Asai et al. were substituted for the 
filtration step of Damhaut et al., in order to achieve purification and sterilization, the 
buffer would be added after autoclaving of the solution and that one of ordinary skill in 
the art would have to find some motivation to rearrange the steps of Damhaut et al. 

1 3. The Manual and Operating Instructions was used to teach of the method of 
improving the stability (avoiding decomposition) of a FDG solution by adjusting the pH 
of the FDG solution to 5.5 with a buffered product prior to heating it to a temperature of 
135 degrees (which encompasses the autoclave temperature of the instant invention as 
evidenced in the specification which teaches of an autoclave temperature of 134 
degrees see specification, p4, line 1). The reference of Damhaut et al. was used to 
teach of a citrate buffered 18F-FDG solution for NMR. Therefore, it would have been 
obvious to one of ordinary skilled in the art to substitute the buffer of the Manual and 
Operating Instructions for the equivalent citrate buffer of Damhaut et al. as both are 
known to be used with FDG. 

14. The reference of Asai et al. was used to teach that 19F-labeled MRI contrast 
agents are known to be sterilized by autoclave. Therefore at the time of the invention it 
would have been obvious to one ordinarily skilled in the art to autoclave a citrate 
buffered labeled FGD solution with predictable results, such as providing a sterilized 
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solution for the NMR/MRI imaging as the Manual and Operating Instructions teaches of 
heating a buffered FDG solution to a temperature of 135 degrees (which encompasses 
the autoclave temperature of the instant invention as evidenced in the specification 
which teaches of an autoclave temperature of 134 degrees see specification, p4, line 1). 

1 5. Applicant asserts that Damhaut et al. teaches away from use of an autoclaving 
step, in that they disparage the use of process steps that require heating. Specifically, 
according to the abstract, the process of Damhaut et al. "is more rapid than 
conventional methods and is performed at room temperature rather than high 
temperature for conventional technology." 

16. The reference of Damhaut et al. was not used to teach of autoclaving of the 1 8F- 
FDG solution but was used to teach of a citrate buffered 18F-FDG solution for NMR. 
Therefore it would have been obvious to one of ordinary skilled in the art to substitute 
the buffer of the Manual and Operating Instructions for the equivalent citrate buffer of 
Damhaut et al. as both are known to be used with FDG. 

Conclusion 

1 7. No claims are allowed at this time. 

18. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
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shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA PERREIRA whose telephone number is 
(571)272-1354. The examiner can normally be reached on 9am-5pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on 571-272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Melissa Perreira/ 
Examiner, Art Unit 1618 



